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AUTHORITY: 5 U.S.C. 301; 40 U.S.C. 486(c).

SOURCE: 49 FR 36263, Sept. 14, 1984, unless
otherwise noted.

Subpart PHS 380.1—Acquisitions
Involving Human Subjects

SOURCE: 51 FR 20491, June 5 1986, unless
otherwise noted.

PHS 380.101 Applicability.
This subpart applies to all research

and development contracts involving
human subjects except those that are
exempt by Secretarial waiver under 45
CFR 46.101(e) or exempt under 45 CFR
46.101(b).

PHS 380.102 Policy.
(a) Safeguarding the rights and wel-

fare of human subjects in activities
under Public Health Service (PHS) re-
search and development contracts is
the responsibility of each institution
that receives or is accountable to PHS
for funds awarded for the conduct of
that activity. To assure that this insti-
tutional responsibility is met, PHS
shall not permit a nonexempt research
activity involving human subjects to
be undertaken unless the institution
has an assurance on file with the Office
for Protection from Research Risks
(OPRR), NIH/PHS, and has filed a cer-
tification that an institutional review
board (IRB) has reviewed and approved
the activity in accordance with 45 CFR
Part 46.
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(b) Contracts involving human sub-
jects will not be awarded to an individ-
ual unless he/she is affiliated with or
sponsored by an institution which can
and will assume responsibility for safe-
guarding the human subjects involved.

PHS 380.103 Assurances.
In accordance with 45 CFR 46.103,

OPRR is responsible for negotiation of
assurances covering all PHS-supported
research activities involving human
subjects. Consultation with OPRR
(telephone: 301–496–7041) is rec-
ommended on issues regarding assur-
ances, certification of IRB review and
approval, and interpretation of the reg-
ulations for the protection of human
subjects in 45 CFR Part 46.

PHS 380.104 Notice to offerors.
Solicitations shall contain the notice

to offerors set forth in PHS 352–280–1(a)
whenever contract performance is ex-
pected to involve human subjects.

PHS 380.105 Contract clause.
The clause set forth in PHS 352.280–

1(b) shall be inserted in all contracts
involving human subjects.

Subpart PHS 380.2—Acquisitions
Involving the Use of Labora-
tory Animals

SOURCE: 51 FR 20492, June 5 1986, unless
otherwise noted.

PHS 380.201 Scope of subpart.
This subpart describes Public Health

Service (PHS) contracts for projects or
activities involving animals, and the
responsibilities of the PHS agencies
and subordinate elements for imple-
menting policies and procedures de-
scribed herein.

PHS 380.202 Definitions.
(a) Animal. Any live, vertebrate ani-

mal used or intended for use in re-
search, research training, experimen-
tation or biological testing or for relat-
ed purposes.

(b) Animal facility. Any building,
room, area, enclosure, or vehicle, in-
cluding satellite facility, used for ani-
mal confinement, transport, mainte-
nance, breeding or experiments of sur-

gical manipulation. A satellite facility
is any containment outside of a core
facility or centrally designated or
managed area in which animals are
housed for more than 24 hours.

(c) Animal Welfare Act. Pub. L. 89–544,
1966, as amended (Pub. L. 91–579 and
Pub. L. 94–279) 7 U.S.C. 2131 et seq. Im-
plementing regulations are published
in the Code of Federal Regulations
(CFR), Title 9, Subchapter A, Parts 1, 2,
3, and 4, and are administered by the
U.S. Department of Agriculture.

(d) Animal Welfare Assurance or Assur-
ance. The documentation from an
awardee or a prospective awardee insti-
tution assuring institutional compli-
ance with this policy.

(e) Guide. Guide for the Care and Use
of Laboratory Animals, NIH Pub. No. 85–
23, 1985 edition or succeeding revised
editions.

(f) Institution. Any public or private
organization, business, or agency (in-
cluding components of Federal, State
and local governments).

(g) Institutional official. An individual
who has the authority to sign the insti-
tution’s Assurance, making a commit-
ment on behalf of the institution that
the requirement of this subpart will be
met.

(h) Public Health Service. The Public
Health Service includes the Office of
the Assistant Secretary for Health; the
Alcohol, Drug Abuse, and Mental
Health Administration; the Centers for
Disease Control; the Food and Drug
Administration; the Health Resources
and Services Administration; and the
National Institutes of Health.

(i) Quorum. A majority of the mem-
bers of the Institutional Animal Care
and Use Committee.

PHS 380.203 Policy.
It is the policy of PHS to require in-

stitutions to establish and maintain
proper measures to ensure the appro-
priate care and use of all animals in-
volved in research, research training
and biological testing (hereinafter re-
ferred to as activities) supported by
PHS. PHS endorses the ‘‘U.S. Govern-
ment Principles for the Utilization and
Care of Vertebrate Animals Used in
Testing, Research and Training’’ devel-
oped by the Interagency Research Ani-
mal Committee (IRAC). This policy is
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